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The Claims: 



,. (Piously Wed): An tended ^P^-euU^aCivctonnulation 

. „ aid select fromthe group c^istingof apr*nnace«icaJ ^^» d °" d » 
pharmaeomcal exwsion aid and mtoures thereof, wherein said compression »d « sdecfcd 

sa lfitedihydtat 0l lricalciiim phosphate and compressible sugar; 

. Jl—, coat comprising one or more .ayers of a polymeric film encasn* sad 

pharntacel-acnve.saiden^^ 

I ut ^ 0 ^co m prisingabou, 5 »pto.essma„ 5 0%b y w«i^po. y merand*on.0. 5 «0/. 

byweiahtplaslidzerofpolyMhyleneglycol, m 
JLnsaid formulation provides over 12hoursof extended rele»e of satd acnvetn 

the bloodstream. 

£ 2. Cancelled 

3. Cancelled 

4. Cancelled 

5. Cancelled 

« (Previously presented): The formulation of claim 1 . wherein said compression aid is 
present in an amount of up to about 60% by weight. 

7 . piously presented)- formulation of claim 1 . wherein said extrusion aid is present 
in an amount of up to about 50% by weight. 

, ^v^P— :Thefo— ^^l.^**^****** 

comprises excipients, lubricants, binders or glidants. 
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9 (Previously presented): The formulation of claim 1, wherein said polymeric film is a 
po^selected^ 

methacryKc acid copolymers and any mixtures thereof. 
10. Cancelled 



zein. 



12. Cancelled 

13. Cancelled 

14. Cancelled 



U (Preview P^-ed): The ft—n of — 1, wherein said * 

L flT^P of bioacuve peptide, a— agents, arfibioucs, anhpyreac 

from the group consis 6 expectorants, sedatives, muscle relaxants. 

anttepileptics, antiulcer agents, au h .^.^.j. antituberculosis agents, 

^ii a t«r* hvootensive diuretics, anticoagulants, hemolytics, annruoen. 
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and col 

an 



Mlluta e, dibasic calcium phosphate dihydrate, calciun, s^e diby*a K . ^ K 
^rcssiblcsugar.a.d.bo.ttO-SOr.bywdgWphannace^cx^aid. 

„«» coa, comprising one or more t«« of a polyene b ™ «* 
cap^rabier.peUe.or bead, add en«^ 

the bloodstream. 



18. Cancelled 

19. Cancelled 

20. Cancelled 



M (Previously preyed), T*= —on of claim 17, said poiymcne Jta is a 

21. irrcvi f^ih,1 rtfie esters oolyviiiyl acetate phtbalate, 

polymer selected from the group consisting of cellulose esters, poiyvvay 

methacrylic acid copolymers and any mixtures thereof. 

22 (Original): ^formulation of claim 15, — ^p»*^« 
mixtures thereof. 



23. 



^ously Amende* An extend^^ 



comprising! 



a capsule, tablet, pellet or bead of pharmaceutical actwe conning, 

- about 5-95% by weight pharmaceutical active; 

- about 0-60% by weight pharmaceutical compression aid; 
.about 0-50% by weight pharmaceutical extrusion aid; and 

■ mrtre lavers of a polymeric film encasing said 

an encasement coat comprising one or more layers oj a p y 
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5.0 - coding abou, 5 up ,o >- rhan 50% by we igh . poiymer and about D.5%-30% 
byweightplasticizwcomprisingpolyethytaeglycol, ,„,,;,, active in 

JLrein said for— provide, over U hours of extended re .e*se of sard acme » 

the bloodstream, 

900ml degassed water and 37°C 

seated intestinal fluid (pH 7.5 phosphate buffer) and 37°C. 

26 . ^viouslypre^The—onofoiaim t^erefcthetabletorpeUcUsmad. 

by direct compression. 

27 (0*** *- fo—u of ciaint ,5. therein urease of th. 

adminisiration. 

• , Me ntedV The formulation of claim 1, wherein the capsule, tablet, pellet or 
28. (P re v 1 ouslypresented).Theformu _ aatCT ^ 4 hours when tested in a USP 

bead demonstrates extended release characters of greater than hours 
apparatus at 1 00 rpm in 900ml degassed water and 37°C. 

, • <-<.i»i*n 1 wherein said capsule, tablet, pellet or 
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„-»—' —** «— ° f ^ 4 houre t r* ri^rc 

X» - 75 rp« f MO-b simulated intesnna, fluid (pH 7.5 phospnat. buffer) - « 

30 (Originafl^eformu.atio -^.-^l.w^P^aceu^^^l-e^- 
iu. ^uii&»«^ . h hen administered to 

lag phase (time) after v/hich release is "tended over 12 hours 
humans or animals to ihe presence of food. 

formulation ^ phMmac «u toI active into a capsule, MM or 

the bloodstream, 

LrLion aid is present in an amount of up » about 50%by ~* 

3 , CP^ouslv^^ne.tendedre.easep— ica, acUve formulation 

"^tptrnaceutica! acUve provided as a capsu>e, tab,e. or pellet comprising 
- about 5-95% by weight pharmaceutical active; 
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. about 0-60% by weigh, pharmacies! compression aid selected from the group 
oflacose. cellulose, dibasic calcium phosphate dihydrate, calcium sulnte 
ricalciuro phosphate and compressible sugar, 

. about 0-50% by weight pharmaceutical extrusion aid; ana 

. „ encasement coat comprising one or more iayers of a polymeric film encasing 

above about 5.0 and comprising about 5 up to less than 50% by wet*, polymer. 

' 34. c,— ^^r:c:^:^^ is 

phenformin. 
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